^^TENT COOPERATION TREATY 

PCX 



PCT/JP2003/012986 

iililH 



INTERNATIONAL PRELIMINARY REPORT ON PATENTABILITY 

(Chapter II of the Patent Cooperation Treaty) 

(PCT Article 36 and Rule 70) 



Applicant's or agent's file reference 
1511 


FOR FURTHER ACTION SeeFonnPCT/IPEA/416 


International implication No. 

PCT/JP2003/012986 


Intemational filing date (day/ntonth/year) Priority d<itcidcQ>/»wntli/i,ear) 

09 October 2003 (09.10.2003) 09 October 2002 r09.1 0.7.007) 


international Patent Classification (IPC) or national classification and IPC ' 

A61K 45/06, 31/567, A61P 35/00, 43/00 

Applicant . 



KYOWA HAKKO KOGYO CO., LTD. 



2. 
3. 



TTiisRBPORTconsistsofatotalof 7 sheets, including this cover sheet 

This report is also accompanied by ANNEXES, comprising: 

a. □ (sent to the applicant and to the Internatioml Bureau^ sheets, as follows: 

b. □ (sent to the Me mational Bureau only) a total of (indicate type and number of electronic camer(s)) 

' ' containing a sequence listing and/or tables related thereto, in computer 

SuDDlemental Hoy PaIsHtio c-^,™-.^ t « ' ^ " . 



Basis of the report 
Priority 

Non-establishment of opinion with regaid to novelty, inventive step and industrial applicability 

Lack of unity of invention 

Certain documents cited 
Certain defects in the intemational application 
LJ BoxNo.Vm Certain observations on the intemationalapplication 





Box No. I 


□ 


Box No. n 




Box No. m 


□ 


Box No, IV 




Box No. V 


□ 


Box No. VI 


□ 


Box No. VII 


□ 


BoxNo. Vni 



Date of submission of the demand 

07 May 2004 (07.05.2004) 



Name and mailing address of the IPEA/JP 



Date of completion of this report 

28 September 2004 (28.09.2004) 



Authorized officer 



Facsimile No. 

Form PCT/IPBA/409 (cover sheet) (January 2004) 



Telephone No. 



INTERNATIONAL PRELDMIN^ RE PORT ON PATENTABILITY 
I Box No. I Basis of the report 



I Intema^m^jiipiication No. 

PCT/JP2003/012986 



□ 



SlL^SiSS r^aSr^^^^^^ ^^^ono^S language 

□ international search (under Rules 12.3 and 23 1(b)) 

□ publication of the international application (under Rule 12 4) 

□ international preliminary examination (under Rules 55.2 and/or 55.3) 



r^^is'^^^^ ^-V" (repiacemen. sHeets .HtcH Ha.e Been 

' and are not annexed to this feport): under Article 14 are referred to in tins report as "originally fll J' 



The international application as originally filed/fimiished 

I I the description: 

pages 

pages* 
pages* 



I I the claims: 



received by this Authority on 
received by this Authority on 



, as originally filed/fiimished 



pages* 
pages* 
pages* 



□ 

the drawings: 



_ received by this Aufliority on 
received by tiiis Autiiority on 



> as originally filed/furnished 

as amended (together with any statement) under Article 19 



pages' 



received by this Authority on 
received by this Authority on 



as origmally filed/fomished 



□ «««'"«>«^'«ttegand/orany«latedtable(s)-seeSupplemen.alBoxRelating^^ 



i3.n The amendments have resulted in the cancellation of 

□ 

the description, i 
the claims, Nos. 



□ 

the drawings, sheets/figs 

the sequence listmg ^j/^ecjg;^: 

□ 

any table(s) related to sequence listing (specify): 



° ^eSteXf S^^^tSdS^^^^ «P0« and listed below had not been 

' (Rule 70.2(0)). ° ^ ^^"""^ disclosure as ffled, as indicated in the Supplemental Box 

□ 

the description, pages 
□ the claims, Nos. 



□ the drawings, sheets/figs 
the sequence listing Cf^ec{i$>;: 

□ any table(s) related to sequence Ustmg(i^ec/)5;;: 



* If item 4 applies, some or all of those sheets may be nu^ked "superseded." 
Form PCT/IPEA/409 (Box No. I) (January 2004) 



INTERNATIONAL PREHMnvllg REPORT ON PA TENTABIHTY 
Box No. m Non-establishment of opinion with regard to novelty, taventive 



Intema^^B^plication No. 

PCT/JP2003/012986 



step and industrial applicability 



□ the entire international ^plication. 



claims Nos. 



2. 8. 14. 20 



because: 



fte said international application, or the said claims Nos.. 2 8 14 20 7H i9 

relatctothefollow.ngsubjec.matter which doesnotreq u^eanin^^^^^ 
See supplemental sheet iP^jy^ 



^ ^ £3^ A^tr " indicate particular element, below) or said clain^ Nos 

are so unclear that no meanmgfiil opmion could be foimed (specify): ' 



I I the claims, or said claims Nos. 

I— J by the description that no meaningful opinion could be formed. 



no international search report has been established fer said claims Nos. 



. are so inadequately supported 



2. 8. 14, 20, -l-i 



° JsssSer^cSsiSiJr""""^^'^""^^ 



the written fonii 



the computer readable form 



□ 

has not been furnished 

□ 

does not comply with the standard 

□ 

has not been furnished 
□ does not comply with the standard 



\Z\ see Supplemental Box for furflier details. 



not comply witfil 



INTERNATIONAL PRELIMIINI^F EXAMINATION REPORT 



Jhtemationa^^Ecati^l^ 
PCT/JP^R^12986 



Supplemental Box 

(To be used w^en the space in any of the preceding boxes is not sufficient) 
Continuation of: III. 1. 

Claims 2, 8, 14, 20, 26 and 32 pertain to methods 
for treatment of the hiiman body by surgery or therapy, 
and thus relate to subject matter which does not require 
international preliminary examination by this 
International Preliminary Examining Authority, 
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V. Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial appIicabiUtv 
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1. Statement 

Novelty (N) 





Claims 


3, 9, 15, 21, 27, 33 . 


NO 


laventive step (IS) 


Claims 




YES 




Claims 


1,3-7, 9-13, 15-19, 21-25, 27-31 , 33-36 


NO 


Industrial applicability QA) 


Claims 


1,3-7,9-13,15-19,21-25,27-31,33-36 


YES 



Claims 



NO 
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Explanations 

Claims 3, 9, 15, 21, 27 and 33 

The inventions set forth in claims 3, 9, 15, 21, 27 
and 33 are not novel and do not involve an inventive step 
in the light of documents 1-5, cited in the international 
search report. 

Documents 1-5 disclose steroid sulphatase inhibitors 
comprising compounds represented by formula (I) in claim 
7, formula (lA) in claim 13 or formula (IB) in claim 19; 
and given that these are specified in claim 3 as "for 
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concomitant use, at the same time or separated by a time 
interval, with a hormonal therapy agent and/or a 
chemotherapy agent", the steroid sulphatase inhibitors set 
forth in the aforementioned claims are indistinguishable 
from the steroid sulphatase inhibitors disclosed in 
documents 1-5, and the inventions set forth in the above 
claims are thus disclosed in documents 1-5. 

A person skilled in the art could also suitably 
alter substituent groups in the compounds disclosed in 
docimients 1-5, and attempt to confirm a steroid sulphatase 
inhibiting action as a result. 

Claims 1, 4-7, 10-13, 16-19, 22-25, 28-31 and 34-36 

The inventions set forth in claims 1, 4-7, 10-13, 
16-19, 22-25, 28-31 and 34-36 are not disclosed in any of 
the documents cited in the international search report, 
and are novel; however, they do not involve an inventive 
step in the light of documents 1-6 

Dociaments 1-5 claim that compounds represented by 
formula (I) in claim 7, formula (lA) in claim 13 or 
formula (IB) in claim 19 are useful for treating cancers 
dependent on hormones such as oestrogen, because these 
compounds have a steroid sulphatase inhibiting action. 
Moreover, document 1 also indicates that aforementioned 
compounds act synergistically with anti-oestrogens and 
aromatase inhibitors; and documents 3 and 4 indicate that 
aforementioned compounds have an anti-oestrogen action as 
well as a steroid sulphatase inhibiting action. 

In cancer therapy it is conventional practice to use 
a combination of a plurality of drugs with different 
mechanisms of action, and use of drugs such as aromatase 
inhibitors such as vorozole and/or oestrogen receptor 
antagonists such as ICI 182780 as anti-oestrogens useful 
for treating oestrogen-dependent cancer is known, as 

disclose d in dociament 6. Therefore, a person skilled in 
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the art could easily conceive of investigating the use of 
combinations of steroid sulphatase inhibitors disclosed in 
documents 1-5 with different types. of known drugs, . . 
beginning with anti-oestrogens, for treating hormone- 
dependent cancers. Moreover, altering substituent groups 
in the compounds disclosed in dociaments 1-5 and attempting 
to confirm a steroid sulphatase inhibiting action as a 
result are also within the ordinary competence of a person 
skilled in the art. 
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